§172.870

attached by an ether linkage and con-
taining on an anhydrous basis not more
than 2.6 ethoxy groups per
anhydroglucose unit.

(b) It is used or intended for use as
follows:

(1) As a binder and filler in dry vita-
min preparations.

(2) As a component of protective
coatings for vitamin and mineral tab-
lets.

(3) As a fixative in flavoring com-
pounds.

§172.870 Hydroxypropyl cellulose.

The food additive hydroxypropyl cel-
lulose may be safely used in food, ex-
cept standardized foods that do not
provide for such use, in accordance
with the following prescribed condi-
tions:

(a) The additive consists of one of the
following:

(1) A cellulose ether containing pro-
pylene glycol groups attached by an
ether linkage which contains, on an an-
hydrous basis, not more than 4.6
hydroxypropyl groups per
anhydroglucose unit. The additive has
a minimum viscosity of 145 centipoises
for 10 percent by weight aqueous solu-
tion at 25 °C.

(2) A cellulose ether containing pro-
pylene glycol groups attached by an
ether linkage having a hydroxypropoxy
(OC3HgOH) content of 5 to 16 percent
weight in weight (w/w) on an anhydrous
basis, i.e., 0.1 to 0.4 hydroxypropyl
groups per anhydroglucose unit. The
common name for this form of the ad-
ditive is low substituted hydroxypropyl
cellulose.

(b) The additive is used or intended
for use as follows:

(1) The additive identified in para-
graph (a)(1) of this section is used or
intended for use as an emulsifier, film
former, protective colloid, stabilizer,
suspending agent, or thickener, in ac-
cordance with good manufacturing
practice.

(2) The additive identified in para-
graph (a)(2) of this section is used or
intended for use as a binder and dis-
integrator in tablets or wafers con-
taining dietary supplements of vita-
mins and/or minerals. The additive is
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used in accordance with good manufac-
turing practice.

[46 FR 50065, Oct. 9, 1981]

§172.872 Methyl ethyl cellulose.

The food additive methyl ethyl cel-
lulose may be safely used in food in ac-
cordance with the following prescribed
conditions.

(a) The additive is a cellulose ether
having the general formula [CeHo
1)05(CHs)z(C2Hs)y 1, where x is the num-
ber of methyl groups and y is the num-
ber of ethyl groups. The average value
of r is 0.3 and the average value of y is
0.7.

(b) The additive meets the following
specifications:

(1) The methoxy content shall be not
less than 3.5 percent and not more than
6.5 percent, calculated as OCHs, and the
ethoxy content shall be not less than
14.5 percent and not more than 19 per-
cent, calculated as OC2Hs, both meas-
ured on the dry sample.

(2) The viscosity of an aqueous solu-
tion, 2.5 grams of the material in 100
milliliters of water, at 20 °C, is 20 to 60
centipoises.

(3) The ash content on a dry basis has
a maximum of 0.6 percent.

(c) The food additive is used as an
aerating, emulsifying, and foaming
agent, in an amount not in excess of
that reasonably required to produce its
intended effect.

§172.874 Hydroxypropyl
methylcellulose.

The food additive hydroxypropyl
methylcellulose (CAS Reg. No. 9004-65-
3) may be safely used in food, except in
standardized foods which do not pro-
vide for such use if:

(a) The additive complies with the
definition and specifications prescribed
in the National Formulary, 12th edi-
tion.

(b) It is used or intended for use as an
emulsifier, film former, protective col-
loid, stabilizer, suspending agent, or
thickener, in accordance with good
manufacturing practice.

(c) To insure safe use of the additive,
the container of the additive, in addi-
tion to being labeled as required by the
general provisions of the act, shall be
accompanied by labeling which con-
tains adequate directions for use to
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